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Art Unit: 1614 

DETAILED ACTION 

Status of the Claims 

Claims 13-30 are pending and the subject of this Office Action. 

Priority Assigned to Claims 

Applicants claim priority for this Application dating back to 17 February 2005, the 
date of filing for PCT/FR05/00370. Upon review of the disclosures contained therein, 
the Office concludes that to assign 17 February 2005 priority to claims 13-30 in the 
instant application is proper for prior art for 35 U.S.C. § 102(b) considerations herein. 

Claim Rejection - 35 U.S.C §112.2 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly 
pointing out and distinctly claiming the subject matter which the applicant 
regards as his invention. 

Claims 13-30 are rejected under 35 U.S.C. §112, second paragraph for indefiniteness. 

Claims 13-30, as written, are vague and indefinite, because the claims include reference 

to "IL-8RB" and PAC-1" but does not disclose to what IL or PAC refers. When 

Applicants make a claim which references a particular for the first time in a claim set, 

Applicants should write out the full name of the particular to which he refers and 

accompany that full name with the abbreviation in brackets, if desirous of using an 

abbreviation of same thereafter. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
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unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory obviousness- 
type double patenting rejection is appropriate where the conflicting claims are not 
identical, but at least one examined application claim is not patentably distinct from the 
reference claim(s) because the examined application claim is either anticipated by, or 
would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 
1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 
2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re 
Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 
1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 
1.321(d) may be used to overcome an actual or provisional rejection based on a 
nonstatutory double patenting ground provided the conflicting application or patent either 
is shown to be commonly owned with this application, or claims an invention made as a 
result of activities undertaken within the scope of a joint research agreement. Effective 
January 1, 1994, a registered attorney or agent of record may sign a terminal disclaimer. 
A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

Claims 13-30 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-19 of U.S. Patent 
Application No. 10/590074. Although the conflicting claims are not identical, they are 
not patentably distinct from each other, because they contain identical subject matter and 
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both relate to a pharmaceutical composition comprising an effective amount of 
metronidazole to treat rosacea. 

These are provisional nonstatutory obviousness-type double patenting rejection, 
because the claims have not, in fact, been patented. 

Claim Construction 

For the purpose of examination herein, claims are assigned their broadest 
reasonable interpretation. As such, "IL-8RB" is construed to mean interleukin-8RB. 
Further, about is construed to encompass, in terms of composition weights, a range of 
numbers lower and higher than those disclosed in the claims explicitly, in addition to all 
numbers falling between a specified range. 

Claim Rejections - 35 U.S.C. §103(a) 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office Action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 13-30 are rejected under 35 U.S.C. § 103(a), because they are obvious in 
view of by U.S. Patent Pre-Grant Publication No. 2002/0183399 [hereinafter referred to 
as "Kangetal"]. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the 
various claims was commonly owned at the time any inventions covered therein were 
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made absent any evidence to the contrary. Applicant is advised of the obligation under 
37 CFR 1.56 to point out the inventor and invention dates of each claim that was not 
commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Kang et al disclose that metronidazole and as well, the antibiotics tetracycline, 
doxycycline, minocycline, ampicillin and erythromycin are effective active ingredients in 
compositions utilized to treat rosacea (Para. 9, lines 6-22; see also para. 35, generally). 
Kang et al also teach that metronidazole, which is classified as an antiprotozoal, is 
available commercially as a 0.75% gel for topical application (Para. 9, lines 24-27). 

Kang et al also teach that the typical course of treatment for rosacea is to start 
with metronidazole and where this treatment alone is not optimally effective, to follow up 
with the administration of an antimicrobial/antibiotic, such as minocycline or tetracycline 
to reduce inflammation (Para. 10, lines 1-11). As early as 1990, it was well-understood 
in the art that the combination of metronidazole combined with palmitoleic acid had a 
synergistic effect on inhibiting free radical generation by human neutrophils, including 
the generation reactive oxygen species, and on inhibiting the anaerobic growth of P. 
acnes (Paragraph 1 1 in total). 

The composition in Kang et al contemplates the use of retinoids as useful 
treatment of rosacea also (Para. 41, in total), including each of its varied "stages." The 
composition also contemplates, in addition, one or more cosmetically compatible, 
acceptable adjuvants commonly used, such as colorants, fragrances, humectants and the 
like (Paragraph 38 in total). The composition can be, when used topically, in 
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concentrations between about 0.05% and about 5% (Paragraph 39 in total) and can come 
in the form of lotions or creams or ointments, for example, as well as in spray form 
(Paragraph 37 in total). 

It is well-understood in the art that intended use does not limit use, and that as a 
matter of law, once a reference teaching a product that appears to be substantially 
identical is made the basis of a rejection and the Examiner has presented evidence or 
reasoning tending to show inherency, the burden shifts to the Applicant to show that there 
is an unobvious difference. Moreover, "[t]he PTO can require an applicant to prove that 
the prior art products do not necessarily possess the characteristics of his [or her] claimed 
product ... Whether the rejection is based on 'inherency' under 35 U.S.C. 102, on 'prima 
facie obviousness' under 35 U.S.C. 103, jointly or alternatively, the burden of proof is the 
same." In re Fitgerald, et al, 205 USPQ 594 (CCPA 1980) quoting In re Brown, 173 
USPQ 685, 688 (CCPA1972). 

In the instant case, the intended use of metronidazole for treating cutaneous 
inflammation does not preclude use of the same from modifying the secretion of various 
interleukins or from treating varied stages of rosacea, psoriasis, acute inflammation, 
chronic inflammation, septic shock, and/or autoimmune disease as it necessarily follows 
that all, in absence of express evidence to the contrary, come about as a result of inherent 
properties existent in metronidazole. 

In light of the foregoing, the instant invention is prima facie obvious in view of 
the prior art cited. 
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Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alicia Hughes whose telephone number is 571-272-6026. 
The examiner can normally be reached from 9:00 AM to 5:00 PM, Monday through 
Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, can be reached at 571-272-0718. The fax number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR of Public PAIR. Status 

information for unpublished applications is available through Public PAIR only. For 

information about the PAIR system, sec http://pair-direct-uspto.gov . Should you have 

questions on access to the Private PAIR system, contact the Electronic Business Center 

(EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer 

Service Representative or access to the automated information system, call 800-786-9199 

(IN USA OR CANADA) or 571-272-1000. 

/Alicia R. Hughes/ 
Examiner, Art Unit 1614 

/Raymond J Henley III/ 
Primary Examiner, Art Unit 1614 



